
'CL ' 1 %&l # DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service . 

Food and Drug Administration 
Rockville, MD 20857 

May 14,2004 

Kathleen M. Sanzo 
Morgan Lewis & Bocklus LLP 
I 1  11 Pennsylvania Avenue, NW 
Washington, DC 20004 

Dear Ms. Sanzo: 

Your petition, submitted on behalf of Pfizer Inc, requesting the Food and Drug 
Administration to deny approval of a New Drug Application 21-426 for Omnitrop 5.8 mg 
somatropin [ rDNA origin ] for injection, lyophilized powder and diluent with preservative 
was received by this office on 05/14/2004. It was assigned docket number 2004P- 
0231/CP1 and it was filed on 05/14/2004. Please refer to this docket number in future 
correspondence on this subject with the Agency. 

Please note that the acceptance of the petition for filing is a procedural matter in that it in 
no way reflects an agency decision on the substantive merits of the petition. 

Since rely, +- 
uennie C. Butler, Director 
Division of Dockets Management 
Office of Management Programs 
Office of Management 


